###### Strengths and limitations of this study

-   The study will systematically review qualitative data from various medical databases and grey literature for an in-depth understanding of the ethical roles of community advisory boards in HIV clinical trials.

-   All articles included in the final review will be appraised for quality using the Critical Appraisal Skills Programme for qualitative studies.

-   Data management and extraction will be aided by web-based software called EPPI-Reviewer 4.

-   The meta-aggregation approach used will only permit the synthesis of text data.

-   The meta-aggregation approach used will not seek to reinterpret primary findings from the included studies.

Introduction {#s1}
============

Since the 1980s, community advisory boards (CABs) have been devised as prominent mechanisms for researchers to effectively engage communities being researched.[@R1] They continue to gain wide use and acceptance in global health research including in HIV clinical trials. The CAB provides the pipeline through which community concerns can be aired-out to the research team, but also, a means for the research team to communicate with the community.[@R2] Depending on member composition, CABs have been divided into two models: population-specific model and broad community model.[@R3] Members of the former model involve potential research participants or people with first-hand experience of the disease or phenomenon being studied. For example, the CAB for an HIV clinical trial would be composed of people living with HIV, people who lost their loved ones to the disease and hospital-based healthcare providers caring for people living with HIV. On the other hand, the broad community model is composed of a wide spectrum of community representatives from politicians, educators, vulnerable population representatives to community and religious leaders.[@R4] Anecdotally, the broad community model is less expensive compared with population-specific model since members do not have to be reshuffled based on a research protocol.

Some scholars have regarded but yet questioned the ethical role of CABs as the gatekeeper to community and individual participants' interests.[@R5] This questioning is further complicated by the fact that CABs also have another role of advancing the goals of research. Much of the literature available are single studies focused on the history, composition and function of specific CABs at a particular HIV research site.[@R2] Hence, with the paucity and individualised information regarding the role of CABs, a systematic review is warranted to identify, organise and critically appraise such studies and understand the ethical role of CABs in HIV clinical trials. This will help policymakers, researchers and funders make an informed decision regarding what ought to be the role of CABs in an HIV clinical trial. Consequently, this systematic review will serve as a point of reference for future trials (including non-HIV related studies) seeking to establish CABs. We focus on HIV clinical trials because HIV remains one of the global public health challenges whereby community involvement mechanisms in research (like using CABs) are crucial in the fight against the virus.

The framework for exploring the ethical role of CABs in HIV clinical trials will be inductively centred on the fundamental ethical principles which emanate from the Belmont report.[@R8] Whereby the first principle calls on protecting and enhancing individual participant autonomy (the principle of respect for persons). The second principle calls on reduction of harm and striving to maximise benefits of any given trial (the principle of beneficence). Lastly, the third principle calls for fairness in the selection of participants and distribution of burdens and benefits of a trial (the principle of justice). Thus, no research conducted beyond the three principles could be regarded as ethical.[@R9] However, it should be noted that for this study the principles are extended to include other aspects of research and the community at large through an inductive approach.

Aim {#s1-1}
---

The protocol aims to review qualitative evidence regarding the ethical role of CABs in HIV clinical trials through their involvement in implementing the three fundamental ethical principles. The systematic review will involve identifying, appraising and synthesising qualitative studies that have examined CAB involvement in informed consent process (principle of respect for person), risk-benefit analysis (beneficence) and trial participant selection (justice).

Methods and analysis {#s2}
====================

The study was initiated in May 2019 and we expect it to be completed by February 2020.

Search strategy {#s2-1}
---------------

We will first develop the following domains based on the review question: role, community, HIV, advisory, board and clinical trial. From each domain, we will create alternative terms which vary based on the database being searched. We will modify the search strategy for each database depending on the user interphase and number of terms allowed. Example, we will use the following search term in PubMed: ((((((Role\*) OR Responsibility\*) OR Function\*)) AND ((((Clinical trial\*) OR Clinical research\*) OR Study\*) OR Research\*)) AND (((HIV) OR AIDs) OR Human immunodeficiency virus)) AND (((community) AND advisory) AND board\*)).

Data sources {#s2-2}
------------

The following bibliographic databases will be searched: PubMed, ScienceDirect, CINAHL and Cochrane Library. Also, we will hand search for references of some papers of interest and other grey literature.

Eligibility criteria for the studies {#s2-3}
------------------------------------

### Inclusion criteria {#s2-3-1}

Searches will be limited to studies published in the English language from 1989 (the year that CABs were first deployed in HIV clinical trials) to 2019. Studies using qualitative approaches such as focus group discussion, in-depth interview, document review and any written conversations will be explored. We will also include studies conducted using mixed methods approaches, but only the qualitative findings will be considered.

### Exclusion criteria {#s2-3-2}

Studies documenting utilisation of CABs in trials other than HIV trials. Also, studies using a quantitative approach (except for open-ended questions) will be excluded from the analysis. The same applies to articles without full text.

Data management {#s2-4}
---------------

Reference from bibliographic databases will be managed by Zotero Standalone V.5.0.69. Then, full-text articles retrieved after review will be uploaded to EPPI-Reviewer 4 web-based software for qualitative data extraction and synthesis.[@R10] A Preferred Reporting Items for Systematic Reviews and Meta-Analyses statement flow diagram will be used to illustrate how studies have been identified, screened and included in the final review.[@R11]

Selection of studies {#s2-5}
--------------------

The titles or/and abstracts of studies retrieved using the above search strategy will be screened independently by two researchers from the review team who have been blinded from each other's decision. Studies meeting the inclusion criteria will be subject to full-text review by the same researchers independently. After which, the team will meet up for discussion and resolving any disagreements that may arise about which studies should be included.

Data extraction {#s2-6}
---------------

The EPPI-Reviewer 4 web-based software will be used for data management and extraction of the qualitative data gathered.[@R10] Data extracted from included studies will include study aim/objective, study design, data collection method, study participants, data analysis and study findings related to the ethical role for CABs in HIV clinical trials. The process for data extraction will be carried out independently by two researchers of the review team. Findings from the included articles will include themes, subthemes, direct words from the authors and actual participant quotes. Discrepancies between two researchers will be resolved through discussion, but in case an issue in question cannot be easily resolved, a third independent researcher will be sought for advice.

Risk of bias (quality) assessment {#s2-7}
---------------------------------

The risk of bias and quality of potential studies and other documents will be independently assessed by two reviewers. The Critical Appraisal Skills Programme (CASP) checklist will be used to identify the quality of qualitative studies to be included in the review.[@R12] Discrepancies will be resolved through discussions with the review team. The CASP qualitative checklist consists of 10 questions: (1) Was there a clear statement of the aims of the research? (2) Is a qualitative methodology appropriate? (3) Was the research design appropriate to address the aims of the research? (4) Was the recruitment strategy appropriate to the aims of the research? (5) Were the data collected in a way that addressed the research issue? (6) Has the relationship between the researcher and participants been adequately considered? (7) Have ethical issues been taken into consideration? (8) Was the data analysis sufficiently rigorous? (9) Is there a clear statement of findings? (10) How valuable is the research? It is important to note that the tool will not be used to make decisions whether to include or exclude studies but rather to identify the strength of included studies.

Strategy for data synthesis {#s2-8}
---------------------------

Findings from selected studies will be synthesised according to the Joanna Briggs Institute (JBI) meta-aggregation three-step process,[@R13] which includes: (1) extraction of findings or categories and quotes and illustrations from primary studies; (2) synthesis of findings into categories based on their similarities and lastly (3) synthesis of identified categories into a set of synthesised findings (or analytical themes). But to avoid newly formulated categories being less informative or overlapping, full sentences will be used to present the categories generated by meta-aggregation. The whole process of data synthesis will deploy both inductive and deductive qualitative analysis techniques. All steps will be conducted by two independent researchers and their findings will be clustered together to generate informative synthesised findings.

Patient and public involvement {#s2-9}
------------------------------

No patient will be involved in the development of the systematic review. However, we consulted experts of systematic reviews and clinical trials for their inputs. Most indicated that the study will be useful given that nearly every clinical trial is required to demonstrate CAB involvement during grant application.

Discussion {#s3}
==========

This manuscript describes a protocol for a systematic review of qualitative evidence on the ethical role of CABs in HIV clinical trials. The strength of which relies on the use of systematic procedures to identify and analyse non-numerical information gathered through qualitative techniques. Although the use of qualitative evidence to conduct systematic reviews is hotly contested, the increased need to inform policies and practices in detail has pressed it on high demand.[@R14] For this systematic review, qualitative evidence will be systematically identified, screened, appraised and synthesised to develop analytical themes depicting the ethical role of CABs in HIV clinical trial. Studies using non-qualitative techniques to collect primary information will be excluded. For each stage of the review, at least one reviewer will be involved and discrepancies which cannot be resolved through discussion within the research team, an independent expert researcher will be consulted.

The role of CABs to be termed as ethical, a reflection is made to the fundamental ethical principles portrayed in the Belmont report.[@R8] These principles include: respect for persons (involving the informed consent process), beneficence (involving weighing risks/benefits) and justice (involving a fair participant selection). The principles have also acted as the backbone for most international ethical guidelines including the international ethical guidelines for health-related research involving humans and the Declaration of Helsinki.[@R16] Although the principles have existed for over three decades, the understanding of how CABs in HIV clinical trials are grappling with them is limited. Moreover, no systematic reviews currently exist to address this phenomenon. For preliminary searches we have conducted, several individual studies exist, but most being site and population specific. Nonetheless, these studies outline a plethora of perspectives on what was the role of CAB members in the HIV clinical trial at a given study site.[@R6]

Therefore, this systematic review will inform policymakers, researchers and funders of HIV clinical trials on key ethical issues to consider when working with, or establishing CABs. More importantly, the review will shade a light to the international research community on whether CABs provide a reliable mechanism for protecting the host community or participants' interests.

Ethics and dissemination {#s4}
========================

The systematic review will be disseminated through publication in peer-reviewed journals and scientific conferences. Ethical approval is not applicable for this systematic review since no primary data were collected. Instead, the one used was publicly available or published in scientific journals.
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